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Site: 
Group: 


Subject Identifier: 
Status: 


RS Mannheim 


Part A 


2 


76-01-0075 
llocated 





FDA-CBER-2021-5683-0057449 


Subject Identifier: 276-01-0075 Site: CRS Mannheim Group: Part A 





























Visit: Visit 0 Form: 12-lead ECG (2.0) 
Fodé gs, 
Row oos No Reaso 2 Dae e Hear Ra < I epeao © CC select all that 
doe doe (bea s/ ) Sg fca ce 
apply 
1 [] 11/05/202 09:22 65 [x] No a []Abo a []Ncs []cs | | | 
0 
11 May 2020 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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FDA-CBER-2021-5683-0057450 
2020-09-23 08:35 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-01-0075 Site: CRS Mannheim Group: Part A 
Visit: Visit 0 Form: Alcohol Breath Test (2.0) 


[ ] 


Not Reason not 
done done 


1 01) [7 fty0572020] ~—‘[os:51 [x] Negative 


11-May-2020 [ ] Positive 


Row Tools Date Time Result 





Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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FDA-CBER-2021-5683-0057451 
2020-09-23 08:35 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-01-0075 Site: CRS Mannheim Group: Part A 
Visit: Visit 0 Form: Blood Samples for Safety Lab (2.0) 


[ ] 
Blood samples for safety lab includes Serology, SARS-CoV-2 antibodies and FSH (only women if not WOCBP) at Visit 0 


Not Reason not 
done done 


~ <yl I ~SSsé[.1/05/2020 09:00 []No [x] Yes 


11-May-2020 


Row Tools Date Time Fasting? 








All comments will be entered on comment page! 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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FDA-CBER-2021-5683-0057452 
2020-09-23 08:35 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-01-0075 


Not 


Reason not 
Row Tools done 


done 


0) 


090177e19503a726\Final\Final On: 25-Sep-2020 14:16 (GMT) 


2020-09-23 08:35 (W. Europe Standard Time) 


Date 


11/05/2020 


Site: CRS Mannheim 


Visit: Visit O 
‘ Height Weight 
Time 
(cm) (kg) 


08:40 179 82,4 


Body Mass 
Index 


(kg/m?) 


25,7 


Group: Part A 
Form: Body Height/Weight + BMI (2.0) 


BMI 
(calculated) 
(kg/m?) 


25,7 





11-May-2020 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 


BioNTech BNT162-01 (CRS 049/20) 


FDA-CBER-2021-5683-0057453 


Subject Identifier: 276-01-0075 


Not 


Reason not 
Row Tools done 


done 


0) 


090177e19503a726\Final\Final On: 25-Sep-2020 14:16 (GMT) 


2020-09-23 08:35 (W. Europe Standard Time) 


Date 


11/05/2020 


Site: CRS Mannheim 


Visit: Visit 0 
Other 
: Measurement measurement 
Time : . : 
site site, specify: 


09:24 Oral | 





11-May-2020 


BioNTech BNT162-01 (CRS 049/20) 


Body 
Temperature 
(°C) 


Group: Part A 
Form: Body Temperature (2.1) 


Clinical 
Significance 


[] NCS []CS 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 


FDA-CBER-2021-5683-0057454 


Subject Identifier: 276-01-0075 Site: CRS Mannheim Group: Part A 
Visit: Visit 0 Form: Childbearing Potential (2.0) 


Childbearing potential []No [x] Yes [] NA 


[ ] Postmenopausal (>=12 months) 
Non-childbearing potential [ ] Surgically sterilized 
[ ] Other 


Date of Last menses 
Date of Sterilization 
Other, please specify 
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FDA-CBER-2021-5683-0057455 
2020-09-23 08:35 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-01-0075 


select all that 


090177e19503a726\Final\Final On: 25-Sep-2020 14:16 (GMT) 


2020-09-23 08:35 (W. Europe Standard Time) 


Age 


Sex 


Race, 
apply 


If Other, please specify 


Ethnicity 


Site: CRS Mannheim 
Visit: Visit O 


27 years 
11 months 





[ ] Male 
[x] Female 


[x] White 

[ ] Black or African American 

[ ] Asian 

[ ] American Indian or Alaska Native 

[ ] Native Hawaiian or Other Pacific Islander 
[ ] Not reported 

[ ] Unknown 

[ ] Other 


aa 


[x] Not Hispanic or Latino 
[ ] Hispanic or Latino 

[ ] Not reported 

[ ] Unknown 


BioNTech BNT162-01 (CRS 049/20) 


Group: Part A 
Form: Demographic Data (2.1) 


FDA-CBER-2021-5683-0057456 


Subject Identifier: 276-01-0075 Site: CRS Mannheim Group: Part A 
Visit: Visit 0 Form: In-/Exclusion Criteria (2.0) 


[ ] No [x] Yes 
Subject meets all inclusion 
criteria and does not 
meet any exclusion criteria? 


Date /11/05/2020 


11-May-2020 


If No, please select all violated 
In-/Exclusion criteria: 


Inclusion Criteria: 


























Exclusion Criteria: 
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FDA-CBER-2021-5683-0057457 
2020-09-23 08:35 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-01-0075 Site: CRS Mannheim Group: Part A 
Visit: Visit 0 Form: Informed Consent (2.1) 


Date |11/05/2020| * 


11-May-2020 
Time |08:10 
PID |150103 


Protocol Version /3.0, 17 Apr 
2020 


Was the subject re-screened? [x] No [] Yes 








All previous TSNs (e.g. 276- 
01-1234) 

Date of first Informed 
Consent 
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FDA-CBER-2021-5683-0057458 
2020-09-23 08:35 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-01-0075 Site: CRS Mannheim Group: Part A 









































Visit: Visit 0 Form: Physical Examination (2.1) 
[ ] 
Not done 
Reason not done 
Date |11/05/2020 
11-May-2020 
= Time {09:47 
= 
cS Clinical 
on inica 
= Row Tools System/Organ Normal/Abnormal/ND Abnormalities/Symptoms Significance 
= 1 |General [x] Normal [ ] Abnormal [ ]ND []NCS [] CS 
a condition/p 
ro) syche 
sy 
by 2. [ékin [x] Normal [ ] Abnormal [ ] ND eer [J] NcS [] cS 
al 3 Lymph [x] Normal [ ] Abnormal [ ]ND []NCS [] CS 
c nodes 
O 
ci 4 \Head (eyes, [x] Normal [ ] Abnormal [ ] ND []NcS [] cS 
ic ten 
3 mouth) 
iL 5 |Neck/thyroi [x] Normal [ ] Abnormal [ ]ND [(- []NcS [] cS 
ca d gland 
S = 
2 6 Lungs [x] Normal [ ] Abnormal [ ]ND []NCS [] CS 
Te) 
ch 7 |Heart [x] Normal [ ] Abnormal [ ] ND []NCS [] CS 
i) 
KR 
EZ 8. bdemen [x] Normal [] Abnormal [ ] ND PINES [cs 
oS ee | 
rp) 
oO 9  |mMusculoskel [x] Normal [ ] Abnormal [ ]ND []NcCS [] cS 
etal system 
10 |Neurologica [x] Normal [ ] Abnormal [ ] ND []NcCS [] cS 
Il system 








FDA-CBER-2021-5683-0057459 
2020-09-23 08:35 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-01-0075 


11 Vascular 


system 








12 Cardiovascu 


lar 





13 Gastrointes 


tinal 











14 \Other 
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[ ] Abnormal 


[ ] Abnormal 


[ ] Abnormal 


[ ] Abnormal 


Site: CRS Mannheim 
Visit: Visit O 


<3 


—asy 





BioNTech BNT162-01 (CRS 049/20) 


Group: Part A 
Form: Physical Examination (2.1) 


FDA-CBER-2021-5683-0057460 


Subject Identifier: 276-01-0075 Site: CRS Mannheim Group: Part A 








Visit: Visit 0 Form: Urine Drug Screen (2.0) 
C] 
Not Reason not 4 * - F we a8 x - E Tricy clit 2 
Row Tools done dete Date Time Methamphetamines Opiates Cocaine Cannabinoids Phencyclidine Benzodiazepines Barbiturates Methadone sinbidaprescaines Amphetamines 
1 [] 11/05/2020 08 53 [x] Negative [x] Negative [x] Negative [x] Negative [x] Negative [x] Negative [x] Negative [x] Negative [x] Negative [x] Negative 
[ ] Positive [ ] Positive [ ] Positive [ ] Positive [ ] Positive [ ] Positive [ ] Positive [ ] Positive [ ] Positive [ ] Positive 


11-May-2020 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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FDA-CBER-2021-5683-0057461 
2020-09-23 08:36 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-01-0075 Site: CRS Mannheim Group: Part A 
Visit: Visit 0 Form: Urine Pregnancy Test (2.0) 


[ ] 


Not Reason not 
done done 


1 [1] (1 [7 } [11/05/2020] ~— {os:53 [x] Negative 


11-May-2020 [ ] Positive 


Row Tools NA Date Time Result 





Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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FDA-CBER-2021-5683-0057462 
2020-09-23 08:36 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-01-0075 Site: CRS Mannheim Group: Part A 
Visit: Visit 0 Form: Urine Sampling for Urinalysis (2.0) 


[ ] 


Not Reason not 
done done 


1 [1 [74 11/05/2020 08:53 


11-May-2020 


Row Tools Date Time 





All comments will be entered on comment page! 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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FDA-CBER-2021-5683-0057463 
2020-09-23 08:36 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-01-0075 Site: CRS Mannheim Group: Part A 





Visit: Visit 0 Form: Vital Signs incl. VSTPT (2.0) 
Sysoc Dasoc Resp aoy 
Row seas e Reas? 2 Dae e Measure ce, “side Bod : 16 ce Bod S Te ce Use Race : Te ce Race : 4 ce 
doe (A) essue 9 essue 9 (bea s/ ) 9 9 
(Hg) (| Hg) (bea s/ ) 
A Med 11/05/202 09:23 []1Rg [x] Lef []Ncs []cs []Ncs []cs []Ncs []cs []Ncs []cs 
0 
11 May 2020 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 
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FDA-CBER-2021-5683-0057464 
2020-09-23 08:36 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-01-0075 Site: CRS Mannheim Group: Part A 





























Visit: Visit 1 Form: 12-lead ECG (2.0) 
Fodé gs, 
Row oos No Reaso 2 Dae e Hea Rae I epeao © OCs select all that 
doe doe (bea s/ ) Sg fca ce 
apply 
1 [] 22/05/202 08:10 71 [x] No a []Abo a []Ncs []cs | | | 
0 
22 May 2020 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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FDA-CBER-2021-5683-0057465 
2020-09-23 08:36 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 
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Subject Identifier: 276-01-0075 


Not done 


Reason not done 
Other, specify 


Date 


Time 

Medication Number 
Planned dose 
Other, specify 


Total Dose (Volume of 
Injection) 


Total Dose given? 


If No, rest volume 


Application site 


Administration according to 
protocol? 


If No, please specify 


Epi/Pandemic related 
adjustment 


Epi/Pandemic related 
interruption 


2020-09-23 08:36 (W. Europe Standard Time) 


[ ] 


ae) 
a 


22/05/2020 


22-May-2020 
oo 
———— 


0,3 





[ ] No [x] Yes 


Ss 





Site: CRS Mannheim 
Visit: Visit 1 


ug 


ug 


mL 


mL 


[ J right [x] left upper arm 


[ ] No [x] Yes 


as 





[] No [] Yes 


[] No [] Yes 


BioNTech BNT162-01 (CRS 049/20) 


Group: Part A 
Form: Administration (2.1) 


FDA-CBER-2021-5683-0057466 


Subject Identifier: 276-01-0075 Site: CRS Mannheim Group: Part A 
Visit: Visit 1 Form: Alcohol Breath Test (2.0) 


[ ] 


Not Reason not 
done done 


1 01 [Fs f2270572020] [07:41 [x] Negative 


22-May-2020 [ ] Positive 


Row Tools Date Time Result 





Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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FDA-CBER-2021-5683-0057467 
2020-09-23 08:36 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-01-0075 Site: CRS Mannheim Group: Part A 
Visit: Visit 1 Form: Allocation (2.1) 


Date |22/05/2020 


22-May-2020 


Time |08:39 


] Cohort 1 

] Cohort 2 

] Cohort 3 
x] Cohort 4 
] Cohort 5 
] Cohort 6 
] Cohort 7 
] Cohort 8 
] 
] 
] 





Subject is allocated to 


Cohort 9 
Cohort 10 


A (BNT162a1) 
x] B (BNT162b1) 
] C (BNT162b2) 
] D (BNT162c2) 
] E (BNT162c2 P/B) 


[ 
[ 
[ 
[ 
[ 
[ 
[ 
[ 
[ 
[ 
Group [ 
[ 
[ 
[ 
[ 
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FDA-CBER-2021-5683-0057468 
2020-09-23 08:36 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-01-0075 Site: CRS Mannheim Group: Part A 
Visit: Visit 1 Form: Blood Samples for CMI (2.1) 


[ ] 


Not Reason not 
done done 


1 C1] [2 | [22/05/2020 08:42 


22-May-2020 


Row Tools Date Time 





Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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FDA-CBER-2021-5683-0057469 
2020-09-23 08:36 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-01-0075 Site: CRS Mannheim Group: Part A 
Visit: Visit 1 Form: Blood Samples for Immunogenicity (2.1) 


[ ] 


Not Reason not 
done done 


1 C1] [2 | [22/05/2020 08:41 


22-May-2020 


Row Tools Date Time 





Please insert new row(s), if you are in visit "Unscheduled Forms" only! 


090177e19503a726\Final\Final On: 25-Sep-2020 14:16 (GMT) 


FDA-CBER-2021-5683-0057470 
2020-09-23 08:36 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-01-0075 Site: CRS Mannheim Group: Part A 
Visit: Visit 1 Form: Blood Samples for Safety Lab (2.0) 


[ ] 
Blood samples for safety lab includes Serology, SARS-CoV-2 antibodies and FSH (only women if not WOCBP) at Visit 0 


Not Reason not 
done done 


~ <yl PI ~SCsé[22/05/2020 08:16 []No [x] Yes 


22-May-2020 


Row Tools Date Time Fasting? 








All comments will be entered on comment page! 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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FDA-CBER-2021-5683-0057471 
2020-09-23 08:36 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-01-0075 


Row Tools celles ae 
: Cl 
2 (1 
3/3 hours [] 
: Cl 
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2020-09-23 08:36 (W. Europe Standard Time) 


Site: CRS Mannheim 











































































































Visit: Visit 1 
Other Body 
Reason not Date Time Measurement measurement Temperature 
done site site, specify: (°C) 
[22/05/2020 | [08:04 Oral as 3,5 
22-May-2020 
[22/05/2020 | [09:48 Oral as 36,3 
22-May-2020 
[22/05/2020| [11:49 Oral SS SOBBe,5 
22-May-2020 
(22/05/2020) [14:48 Oral Ld CfB6,9 
22-May-2020 


BioNTech BNT162-01 (CRS 049/20) 


Group: Part A 
Form: Body Temperature (2.1) 


Clinical 
Significance 


[]NCS []CS 
[]NCS []CS 
[]NCS []CS 


[]NCS []CS 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 


FDA-CBER-2021-5683-0057472 


Subject Identifier: 276-01-0075 Site: CRS Mannheim Group: Part A 
Visit: Visit 1 Form: In-/Exclusion Criteria (2.0) 


[ ] No [x] Yes 
Subject meets all inclusion 
criteria and does not 
meet any exclusion criteria? 


Date /22/05/2020 


22-May-2020 


If No, please select all violated 
In-/Exclusion criteria: 


Inclusion Criteria: 


























Exclusion Criteria: 
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FDA-CBER-2021-5683-0057473 
2020-09-23 08:36 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-01-0075 Site: CRS Mannheim 


Visit: Visit 1 


Group: Part A 
Form: Local Tolerability at Injection Site (2.1) 
































Sc edu ed iS Reaso I es yof Ies yof 
Row oos doe do. 6 Dae e es yof a I es yof ede ess Ey e a/Red ess I duao /Swe g 
1 [] 22/05/202 09:52 x] No e [x] No e x] No e x] No e 
0 Md []Md ]Md Md 
22 May 2020 Modeae [] Modeae ] Modeae Modeae 
Seve e [] Sevee ] Seve e Sevee 
oe ay fe eae [ oe ay fe eae ] oe ay fe eae oe ay fe eae g 
2 Cl] [7] [22/05/202 11:52 x] No e [x] No e x] No e x] No e 
0 Md []Md ]Md Md 
22 May 2020 Modeae [] Modeae ] Modeae Modeae 
Seve e [] Sevee ] Seve e Sevee 
oe ay fe eae [ oe ay fe eae ] oe ay fe eae oe ay fe eae g 
3 [] 22/05/202 14:54 x] No e [] Noe x] No e x] No e 
0 Md []Md ]Md Md 
22 May 2020 Modeae [x] Modeae ] Modeae Modeae 
Seve e [] Sevee ] Seve e Sevee 
oe ay fe eae [ oe ay fe eae ] oe ay fe eae oe ay fe eae g 
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2020-09-23 08:36 (W. Europe Standard Time) 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 


BioNTech BNT162-01 (CRS 049/20) 





FDA-CBER-2021-5683-0057474 


Subject Identifier: 276-01-0075 Site: CRS Mannheim Group: Part A 





Visit: Visit 1 Form: Oral Swipe for SARS-CoV-2 Testing (2.1) 
[ ] 
Not Reason not 
Row Tools done done Date Time Testnaie Result 
1 [1 [7 | {21/05/2020 07:25 [x] Negative 
21-May-2020 Bosch [ ] Positive 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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FDA-CBER-2021-5683-0057475 
2020-09-23 08:36 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Site: CRS Mannheim 
Visit: Visit 1 


Subject Identifier: 276-01-0075 Group: Part A 


Form: Physical Examination (2.1) 


Not done 


Reason not done 
Date |22/05/2020 


22-May-2020 












































= Time 07:50 

Oo Overall health judgement - []No [x] Yes 

co subject healthy? 

ans 

a Row Tools System/Organ Normal/Abnormal/ND Abnormalities/Symptoms eee 

pM 1 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

oO 

S 2 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

WN 

g 3 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

Fs 4 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

iL 5 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

140) 

ic 6 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

oO 

x 7 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

8 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

9 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

= 10 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

oO 11 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 
12 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 
13 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 











2020-09-23 08:36 (W. Europe Standard Time) 





BioNTech BNT162-01 (CRS 049/20) 


FDA-CBER-2021-5683-0057476 


Subject Identifier: 276-01-0075 Site: CRS Mannheim Group: Part A 
Visit: Visit 1 Form: Physical Examination (2.1) 


14 Las [] Normal [ ] Abnormal [ ] ND ard) [J] NCS [] cS 
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2020-09-23 08:36 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-01-0075 Site: CRS Mannheim Group: Part A 








Visit: Visit 1 Form: Urine Drug Screen (2.0) 
C] 
Not Reason not si * - F we a8 x - E Tricy clit 2 
Row Tools done dete Date Time Methamphetamines Opiates Cocaine Cannabinoids Phencyclidine Benzodiazepines Barbiturates Methadone sinbidaprescaines Amphetamines 
1 [] 22/05/2020 07 38 [x] Negative [x] Negative [x] Negative [x] Negative [x] Negative [x] Negative [x] Negative [x] Negative [x] Negative [x] Negative 
[ ] Positive [ ] Positive [ ] Positive [ ] Positive [ ] Positive [ ] Positive [ ] Positive [ ] Positive [ ] Positive [ ] Positive 


22-May-2020 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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FDA-CBER-2021-5683-0057478 
2020-09-23 08:36 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-01-0075 Site: CRS Mannheim Group: Part A 
Visit: Visit 1 Form: Urine Pregnancy Test (2.0) 


[ ] 


Not Reason not 
done done 


1 [1 C1 (22/05/2020 07:38 [x] Negative 


22-May-2020 [ ] Positive 


Row Tools NA Date Time Result 





Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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FDA-CBER-2021-5683-0057479 
2020-09-23 08:36 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-01-0075 Site: CRS Mannheim Group: Part A 
Visit: Visit 1 Form: Urine Sampling for Urinalysis (2.0) 


[ ] 


Not Reason not 
done done 


1 [1] [74 [22/05/2020 07:38 


22-May-2020 


Row Tools Date Time 





All comments will be entered on comment page! 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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FDA-CBER-2021-5683-0057480 
2020-09-23 08:36 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-01-0075 


Reason not 


Scheduled 
e done 


Row Tools - 
tim 


Date 























1 [Predose [] 22/05/2020 08 11 
22-May-2020 
2) ft hour [] 22/05/2020 09 48 
22-May-2020 
3 [3 hours [] 22/05/2020 11 49 
22-May-2020 
4 [] 
ee 6 hours 22/05/2020 14 49 
- 22-May-2020 
Oo 
(ce) 
rT 
sa 
— 
jo) 
A 
(jo) 
sy 
fo} 
fd) 
Cs 
LO 
WN 


090177e19503a726\Final\Final On 


2020-09-23 08:37 (W. Europe Standard Time) 


Measurement side 


(Arm) 


[ ] Right 


[ ] Right 


[ ] Right 


[ ] Right 


[x] Left 


[x] Left 


[x] Left 


[x] Left 


Systolic Blood 
Pressure 
(mmHg) 





113 





125 





119 








115 





Clinical 


Site: 


Significance 


[] NCS 


[] NCS 


[] NCS 


[] NCS 


[]cs 


[]cs 


[]cs 


[]cs 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 


CRS Mannheim 
Visit: Visit 1 


Diastolic Blood Clinical 
Pressure Significance 
(mmHg) 


8 []NCS [] cS 


9 []NCS []cSs 


4 []Ncs []cs 


ininia 





4 []NcS []cs 


BioNTech BNT162-01 (CRS 049/20) 


Pulse Rate 
(beats/min) 


9 


8 


1 





iniin 


2 


Clinical 
Significance 


[]NCS [] cS 


[]NCS [] cS 


[]NCS [] cS 


[]NCS [] cS 


Respiratory 
Rate 


(breaths/min) 





= 
z_— 
a 
= 


Group: Part A 
Form: Vital Signs incl. VSTPT (2.0) 


Clinical 
Significance 


[]NCS []cS 
[]NCS []cS 
[]NCS []cS 


[]NCS []cS 


FDA-CBER-2021-5683-0057481 


Subject Identifier: 276-01-0075 Site: CRS Mannheim Group: Part A 
Visit: Visit 2 Form: Blood Samples for Safety Lab (2.0) 


[ ] 
Blood samples for safety lab includes Serology, SARS-CoV-2 antibodies and FSH (only women if not WOCBP) at Visit 0 


Not Reason not 
done done 


~ <yl _) ~Ssi[23705/2020 07:55 []No [x] Yes 


23-May-2020 


Row Tools Date Time Fasting? 








All comments will be entered on comment page! 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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FDA-CBER-2021-5683-0057482 
2020-09-23 08:37 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-01-0075 


Not 


Reason not 
Row Tools done 


done 


0) 


090177e19503a726\Final\Final On: 25-Sep-2020 14:16 (GMT) 


2020-09-23 08:37 (W. Europe Standard Time) 


Date 


23/05/2020 


Site: CRS Mannheim 


Visit: Visit 2 
Other 
: Measurement measurement 
Time : . : 
site site, specify: 


07:53 Oral | 





23-May-2020 


BioNTech BNT162-01 (CRS 049/20) 


Body 
Temperature 
(°C) 


Group: Part A 
Form: Body Temperature (2.1) 


Clinical 
Significance 


[] NCS []CS 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 


FDA-CBER-2021-5683-0057483 


Subject Identifier: 276-01-0075 Site: CRS Mannheim Group: Part A 














Visit: Visit 2 Form: Local Tolerability at Injection Site (2.1) 
[] 
R T bit Reason not Dat tT Int ty of P Int ty of Tend Intens ty of Intens ty of 
ow Toosdone gone ate me ntens ty of Pan ntens ty of Tenderness Erythema/Redness Indurat on/Swe ng 
[1] [ [23/05/2020] —{os:25 [ ] None [ ] None [x] None [x] None 
23 May 2020 [x] Md []Md []Md []Md 

[ ] Moderate [x] Moderate [ ] Moderate [ ] Moderate 
[ ] Severe [ ] Severe [ ] Severe [ ] Severe 


[ ] Potenta y fe threaten ng [ ] Potenta y fe threaten ng [ ] Potenta y fe threaten ng [ ] Potenta y fe threaten ng 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 


090177e19503a726\Final\Final On: 25-Sep-2020 14:16 (GMT) 


FDA-CBER-2021-5683-0057484 
2020-09-23 08:37 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Site: CRS Mannheim 
Visit: Visit 2 


Subject Identifier: 276-01-0075 Group: Part A 


Form: Physical Examination (2.1) 


Not done 


Reason not done 
Date /23/05/2020 


23-May-2020 












































= Time |08:26 

Oo Overall health judgement - []No [x] Yes 

co subject healthy? 

ans 

a Row Tools System/Organ Normal/Abnormal/ND Abnormalities/Symptoms eee 

pM 1 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

oO 

S 2 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

WN 

g 3 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

Fs 4 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

iL 5 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

140) 

ic 6 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

oO 

x 7 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

8 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

9 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

= 10 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

oO 11 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 
12 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 
13 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 











2020-09-23 08:37 (W. Europe Standard Time) 





BioNTech BNT162-01 (CRS 049/20) 


FDA-CBER-2021-5683-0057485 


Subject Identifier: 276-01-0075 Site: CRS Mannheim Group: Part A 
Visit: Visit 2 Form: Physical Examination (2.1) 


14 Las [] Normal [ ] Abnormal [ ] ND ar) [J] NCS [] cS 


090177e19503a726\Final\Final On: 25-Sep-2020 14:16 (GMT) 


FDA-CBER-2021-5683-0057486 
2020-09-23 08:37 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-01-0075 Site: CRS Mannheim Group: Part A 
Visit: Visit 2 Form: Urine Sampling for Urinalysis (2.0) 


[ ] 


Not Reason not 
done done 


1 0] [| [23/05/2020 07:25 


23-May-2020 


Row Tools Date Time 





All comments will be entered on comment page! 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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FDA-CBER-2021-5683-0057487 
2020-09-23 08:37 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-01-0075 Site: CRS Mannheim Group: Part A 





Visit: Visit 2 Form: Vital Signs incl. VSTPT (2.0) 
Sysoc Dasoc Resp aoy 
Row seas e Reas? 2 Dae e Measure ce, “side Bod : 16 ce Bood S ne ce Use Race : Te ce Race : 4 ce 
doe (A) essue 9 essue 9 (bea s/ ) 9 9 
(Hg) (Hg) (bea s/_ ) 
1 [] 23/05/202 07:52 [1Rg9 [x] Lef []Ncs []cs []NcS [Ics []NCS []cs []Ncs []cs 
0 
23 May 2020 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 
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FDA-CBER-2021-5683-0057488 
2020-09-23 08:37 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-01-0075 Site: CRS Mannheim Group: Part A 
Visit: Phone Call at 48h Form: Phone Call (2.0) 


Phone call only valid for the first 6 subjects per cohort. For the last 6 subjects please tick NA. 


Outcome of 


the call (e.g. 
Row Tools NA i. pags net Date Time No findings or 

new AEs/CMs 

reported) 





1 om Cl | | | 

















Please document any additional information / changes in the appropriate forms! 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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FDA-CBER-2021-5683-0057489 
2020-09-23 08:37 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-01-0075 Site: CRS Mannheim Group: Part A 
Visit: Visit 3 Form: Blood Samples for Immunogenicity (2.1) 


[ ] 


Not Reason not 
done done 


1 C1] [| [29/05/2020 07:55 


29-May-2020 


Row Tools Date Time 





Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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FDA-CBER-2021-5683-0057490 
2020-09-23 08:37 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-01-0075 Site: CRS Mannheim Group: Part A 
Visit: Visit 3 Form: Blood Samples for Safety Lab (2.0) 


[ ] 
Blood samples for safety lab includes Serology, SARS-CoV-2 antibodies and FSH (only women if not WOCBP) at Visit 0 


Not Reason not 
done done 


~ <yl 7) ~—sif29705/2020 07:55 []No [x] Yes 


29-May-2020 


Row Tools Date Time Fasting? 








All comments will be entered on comment page! 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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FDA-CBER-2021-5683-0057491 
2020-09-23 08:37 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-01-0075 


Not 


Reason not 
Row Tools done 


done 


0) 


090177e19503a726\Final\Final On: 25-Sep-2020 14:16 (GMT) 


2020-09-23 08:37 (W. Europe Standard Time) 


Date 


28/05/2020 


Site: CRS Mannheim 


Visit: Visit 3 
Other 
: Measurement measurement 
Time : . : 
site site, specify: 


07:53 Oral | 





28-May-2020 


BioNTech BNT162-01 (CRS 049/20) 


Body 
Temperature 
(°C) 


Group: Part A 
Form: Body Temperature (2.1) 


Clinical 
Significance 


[] NCS []CS 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 


FDA-CBER-2021-5683-0057492 


Subject Identifier: 276-01-0075 Site: CRS Mannheim Group: Part A 














Visit: Visit 3 Form: Local Tolerability at Injection Site (2.1) 
[] 
R T bit Reason not Dat tT Int ty of P Int ty of Tend Intens ty of Intens ty of 
ow Toosdone gone ate me ntens ty of Pan ntens ty of Tenderness Erythema/Redness Indurat on/Swe ng 
[] [29/05/2020 08:0 [x] None [x] None [x] None [x] None 
29 May 2020 [1Md []Md []Md []Md 

[ ] Moderate [ ] Moderate [ ] Moderate [ ] Moderate 
[ ] Severe [ ] Severe [ ] Severe [ ] Severe 


[ ] Potenta y fe threaten ng [ ] Potenta y fe threaten ng [ ] Potenta y fe threaten ng [ ] Potenta y fe threaten ng 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 
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FDA-CBER-2021-5683-0057493 
2020-09-23 08:37 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Site: CRS Mannheim 
Visit: Visit 3 


Subject Identifier: 276-01-0075 Group: Part A 


Form: Physical Examination (2.1) 


Not done 


Reason not done 
Date /|29/05/2020 


29-May-2020 












































= Time |08:06 

Oo Overall health judgement - []No [x] Yes 

co subject healthy? 

ans 

a Row Tools System/Organ Normal/Abnormal/ND Abnormalities/Symptoms eee 

pM 1 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

oO 

S 2 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

WN 

g 3 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

Fs 4 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

iL 5 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

140) 

ic 6 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

oO 

x 7 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

8 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

9 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

= 10 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

oO 11 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 
12 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 
13 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 











2020-09-23 08:37 (W. Europe Standard Time) 





BioNTech BNT162-01 (CRS 049/20) 


FDA-CBER-2021-5683-0057494 


Subject Identifier: 276-01-0075 Site: CRS Mannheim Group: Part A 
Visit: Visit 3 Form: Physical Examination (2.1) 


14 Las [] Normal [ ] Abnormal [ ] ND ard) [J] NCS [] cS 


090177e19503a726\Final\Final On: 25-Sep-2020 14:16 (GMT) 


FDA-CBER-2021-5683-0057495 
2020-09-23 08:37 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-01-0075 Site: CRS Mannheim Group: Part A 
Visit: Visit 3 Form: Urine Sampling for Urinalysis (2.0) 


[ ] 


Not Reason not 
done done 


1 C1 [| [29/05/2020 07:29 


29-May-2020 


Row Tools Date Time 





All comments will be entered on comment page! 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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FDA-CBER-2021-5683-0057496 
2020-09-23 08:37 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-01-0075 Site: CRS Mannheim Group: Part A 





Visit: Visit 3 Form: Vital Signs incl. VSTPT (2.0) 
Sysoc Dasoc Resp aoy 
Row seas e Reas? 2 Dae e Measure ce, “side Bod : 16 ce Bod S Te ce Use Race : Te ce Race : 4 ce 
doe (A) essue 9 essue 9 (bea s/ ) 9 9 
(Hg) (Hg) (bea s/ ) 
tT] 29/05/202 07:52 [1R9 [x] Lef []Ncs [] cs []Ncs []cs []Ncs []cs []Ncs [] cs 
0 
29 May 2020 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 
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FDA-CBER-2021-5683-0057497 
2020-09-23 08:37 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-01-0075 Site: CRS Mannheim Group: Part A 
Visit: Visit 4 Form: Administration (2.1) 


Not done 


Reason not done |Other 


Other, specify |No boost 


vaccination 





pate ( 

time ( 

Medication Number | i 
Planned dose | =—'«||_—sug 

Other, specify Saas ug 

Total Dose (Volume of | ————|_—s m 


Injection) 





Total Dose given? []No [] Yes 


Lia 





If No, rest volume 


Application site [] right [ ]left upper arm 


Administration according to [] No [] Yes 
protocol? 


If No, please specify | 


Epi/Pandemic related []No [] Yes 
adjustment 


090177e19503a726\Final\Final On: 25-Sep-2020 14:16 (GMT) 


Epi/Pandemic related []No [] Yes 
interruption 


FDA-CBER-2021-5683-0057498 
2020-09-23 08:37 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-01-0075 Site: CRS Mannheim Group: Part A 
Visit: Visit 4 Form: Blood Samples for Immunogenicity (2.1) 


[ ] 


Not Reason not 
done done 


1 (1) [| } {12/06/2020 | {07:56 


12-Jun-2020 


Row Tools Date Time 





Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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FDA-CBER-2021-5683-0057499 
2020-09-23 08:37 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-01-0075 


Not 


Scheduled 


Row Tools -. 
time 


} 


090177e19503a726\Final\Final On: 25-Sep-2020 14:16 (GMT) 


2020-09-23 08:37 (W. Europe Standard Time) 


done 


[] 


Site: CRS Mannheim 



































Visit: Visit 4 
Other Body 
Reason not Date Time Measurement measurement Temperature 
done site site, specify: (°C) 
[12/06/2020 | [07:50 | [oral 36,1 
12-Jun-2020 


BioNTech BNT162-01 (CRS 049/20) 


Group: Part A 
Form: Body Temperature (2.1) 


Clinical 
Significance 


[]NCS []CS 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 


FDA-CBER-2021-5683-0057500 


Subject Identifier: 276-01-0075 Site: CRS Mannheim Group: Part A 


Visit: Visit 4 Form: Local Tolerability at Injection Site (2.1) 
[] 
Sc edu ed iS Reaso fe) Ies yof I es yof 
Row oos @ doe do. 6 Dae e I es yof a I es yof ede ess Ey e a/Red ess I duao /Swe g 








1 [edose | [1 12/06/202 08:23 [x] No e [x] No e [x] No e [x] No e 
oo []Md []Md []Md []Md 
12 Ju 2020 []Modeae []Modeae [] Modeae [] Modeae 
[ ] Sevee [ ] Sevee [ ] Sevee [] Sevee 
[] oe ay fe eae g [] oe ay fe eae g [] oe ay fe eae g [] oe ay fe eae g 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 
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FDA-CBER-2021-5683-0057501 
2020-09-23 08:37 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Site: CRS Mannheim 
Visit: Visit 4 


Subject Identifier: 276-01-0075 Group: Part A 


Form: Physical Examination (2.1) 


Not done 


Reason not done 
Date /|12/06/2020 


12-Jun-2020 












































= Time |08:24 

Oo Overall health judgement - []No [x] Yes 

co subject healthy? 

ans 

a Row Tools System/Organ Normal/Abnormal/ND Abnormalities/Symptoms eee 

pM 1 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

oO 

S 2 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

WN 

g 3 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

Fs 4 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

iL 5 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

140) 

ic 6 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

oO 

x 7 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

8 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

9 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

= 10 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

oO 11 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 
12 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 
13 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 











2020-09-23 08:37 (W. Europe Standard Time) 





BioNTech BNT162-01 (CRS 049/20) 


FDA-CBER-2021-5683-0057502 


Subject Identifier: 276-01-0075 Site: CRS Mannheim Group: Part A 
Visit: Visit 4 Form: Physical Examination (2.1) 


14 Las [] Normal [ ] Abnormal [ ] ND ad) [J] NCS [] cS 


090177e19503a726\Final\Final On: 25-Sep-2020 14:16 (GMT) 


FDA-CBER-2021-5683-0057503 
2020-09-23 08:37 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-01-0075 Site: CRS Mannheim Group: Part A 
Visit: Visit 4 Form: Urine Pregnancy Test (2.0) 


[ ] 


Not Reason not 
done done 


1 01 (1 [59S fi2/06/2020] [07:39 [x] Negative 


12-Jun-2020 [ ] Positive 


Row Tools NA Date Time Result 





Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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FDA-CBER-2021-5683-0057504 
2020-09-23 08:38 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-01-0075 





Not 7 Systolic Blood 
Row Tools penceuled done ieee not Date Time aoe side Pressure 
(mmHg) 
1 0] 12/06/2020] [07 50 [] Right [x] Left 
12-Jun-2020 


Site: CRS Mannheim 


Visit: Visit 4 
Clinical Diastolic Blood Clinical 
Significance Pressure Significance 
(mmHg) 
L]NcS []cs []NcCS []cS 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 
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2020-09-23 08:38 (W. Europe Standard Time) 


BioNTech BNT162-01 (CRS 049/20) 


Clinical 


PuIse Rate Significance 


(beats/min) 


(anes (265 


Group: Part A 
Form: Vital Signs incl. VSTPT (2.0) 


Reepretery Clinical 
Significance 

(breaths/min) 

[NCS [168 


FDA-CBER-2021-5683-0057505 


Subject Identifier: 276-01-0075 Site: CRS Mannheim Group: Part A 
Visit: Phone Call at 48h (a1, b1, b2, c2P/B) Form: Phone Call (2.0) 


Phone call only valid for the first 6 subjects per cohort. For the last 6 subjects please tick NA. 


Outcome of 


the call (e.g. 
Row Tools NA i. pags net Date Time No findings or 

new AEs/CMs 

reported) 





1 om Cl | | | 

















Please document any additional information / changes in the appropriate forms! 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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FDA-CBER-2021-5683-0057506 
2020-09-23 08:38 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-01-0075 Site: CRS Mannheim Group: Part A 
Visit: Visit 5 Form: Blood Samples for CMI (2.1) 


[ ] 


Not Reason not 
done done 


1 (1) [| j {19/06/2020 | {07:56 


19-Jun-2020 


Row Tools Date Time 





Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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FDA-CBER-2021-5683-0057507 
2020-09-23 08:38 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-01-0075 Site: CRS Mannheim Group: Part A 
Visit: Visit 5 Form: Blood Samples for Safety Lab (2.0) 


[ ] 
Blood samples for safety lab includes Serology, SARS-CoV-2 antibodies and FSH (only women if not WOCBP) at Visit 0 


Not Reason not 
done done 


~ <yl [] s*[19/06/2020 07:56 []No [x] Yes 


19-Jun-2020 


Row Tools Date Time Fasting? 








All comments will be entered on comment page! 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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FDA-CBER-2021-5683-0057508 
2020-09-23 08:38 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-01-0075 


Not 


Reason not 
Row Tools done 


done 


0) 


090177e19503a726\Final\Final On: 25-Sep-2020 14:16 (GMT) 


2020-09-23 08:38 (W. Europe Standard Time) 


Date 


19/06/2020 


Site: CRS Mannheim 


Visit: Visit 5 
Other 
: Measurement measurement 
Time : : : 
site site, specify: 


07:53 Oral aa 





19-Jun-2020 


BioNTech BNT162-01 (CRS 049/20) 


Body 
Temperature 
(°C) 


Group: Part A 
Form: Body Temperature (2.1) 


Clinical 
Significance 


[] NCS []CS 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 


FDA-CBER-2021-5683-0057509 


Subject Identifier: 276-01-0075 Site: CRS Mannheim Group: Part A 














Visit: Visit 5 Form: Local Tolerability at Injection Site (2.1) 
[] 
R T bit Reason not Dat T Int ty of P Int ty'of Tend Intens ty of Intens ty of 
ow Toosdone gone ate me ntens ty of Pan ntens ty of Tenderness Erythema/Redness Indurat on/Swe ng 
[] 9/06/2020 08:30 [x] None [x] None [x] None [x] None 
9 Jun 2020 []Md []Md []1Md []Md 

[ ] Moderate [ ] Moderate [ ] Moderate [ ] Moderate 
[ ] Severe [ ] Severe [ ] Severe [ ] Severe 


[ ] Potenta y fe threaten ng [ ] Potenta y fe threaten ng [ ] Potenta y fe threaten ng [ ] Potenta y fe threaten ng 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 
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2020-09-23 08:38 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Site: CRS Mannheim 
Visit: Visit 5 


Subject Identifier: 276-01-0075 Group: Part A 


Form: Physical Examination (2.1) 


Not done 


Reason not done 
Date /19/06/2020 


19-Jun-2020 












































= Time 08:32 

Oo Overall health judgement - []No [x] Yes 

co subject healthy? 

ans 

a Row Tools System/Organ Normal/Abnormal/ND Abnormalities/Symptoms eee 

pM 1 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

oO 

S 2 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

WN 

g 3 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

Fs 4 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

iL 5 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

140) 

ic 6 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

oO 

x 7 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

8 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

9 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

= 10 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

oO 11 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 
12 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 
13 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 











2020-09-23 08:38 (W. Europe Standard Time) 





BioNTech BNT162-01 (CRS 049/20) 


FDA-CBER-2021-5683-005751 1 


Subject Identifier: 276-01-0075 Site: CRS Mannheim Group: Part A 
Visit: Visit 5 Form: Physical Examination (2.1) 


14 Las [] Normal [ ] Abnormal [ ] ND ard) [J] NCS [] cS 
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FDA-CBER-2021-5683-0057512 
2020-09-23 08:38 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-01-0075 Site: CRS Mannheim Group: Part A 
Visit: Visit 5 Form: Urine Sampling for Urinalysis (2.0) 


[ ] 


Not Reason not 
done done 


1 (1) [| j {19/06/2020 | {07:28 


19-Jun-2020 


Row Tools Date Time 





All comments will be entered on comment page! 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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Subject Identifier: 276-01-0075 Site: CRS Mannheim Group: Part A 





Visit: Visit 5 Form: Vital Signs incl. VSTPT (2.0) 
Sysoc Dasoc Resp aoy 
Row seas e Reas? 2 Dae e Measures esse de Bood S Te ce Booed § re ce use: Rae : Te ce Rese : Te ce 
doe (A) essue 9 essue 9 (bea s/ ) 9 9 
(Hg) (Hg) (bea s/_ ) 
1 [] 19/06/202 07:53 [1Rg [x] Lef [NCS [Ics [1NcS [1cs LINCS []cS [] NCS []cs 
0 
19 Ju) 2020 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 
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2020-09-23 08:38 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-01-0075 Site: CRS Mannheim Group: Part A 
Visit: Visit 6 (a1, b1, b2, c2P/B) / (c2) (EoT) Form: Blood Samples for Immunogenicity (2.1) 


[ ] 


Not Reason not 
done done 


1 C0) [} [03/07/2020] [07:47 


03-Jul-2020 


Row Tools Date Time 





Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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Subject Identifier: 276-01-0075 


Not 


Reason not 
Row Tools done 


done 


0) 
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2020-09-23 08:38 (W. Europe Standard Time) 


Date Time 


03/07/2020 07:44 Oral aa 


Site: CRS Mannheim 


Visit: Visit 6 (a1, b1, b2, c2P/B) / (c2) (EoT) 


Other 
Measurement measurement 
site site, specify: 





03-Jul-2020 


BioNTech BNT162-01 (CRS 049/20) 


Temperature 


Group: Part A 
Form: Body Temperature (2.1) 


Clinical 
Significance 


[] NCS []CS 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 


FDA-CBER-2021-5683-0057516 


Subject Identifier: 276-01-0075 


C] 


Not 


Reason not 
Row Too s done 


done Date 


Site: CRS Mannheim 
Visit: Visit 6 (a1, b1, b2, c2P/B) / (c2) (EoT) 





[}] [| [03/07/2020 
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Tme Intens ty of Pan Intens ty of Tenderness 
07:52 | [x] None [x] None 

[]Md []Md 

[ ] Moderate [ ] Moderate 

[ ] Severe [ ] Severe 


[ ] Potenta y fe threaten ng [ ] Potenta y fe threaten ng 


BioNTech BNT162-01 (CRS 049/20) 


Intens ty of 
Erythema/Redness 


[x] None 

[]Md 

[ ] Moderate 

[ ] Severe 

[ ] Potenta y fe threaten ng 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 


Group: Part A 
Form: Local Tolerability at Injection Site (2.1) 


Intens ty of 
Induraton/Swe ng 


[x] None 

[]Md 

[ ] Moderate 

[ ] Severe 

[ ] Potenta y fe threaten ng 


FDA-CBER-2021-5683-0057517 


Site: CRS Mannheim 
Visit: Visit 6 (a1, b1, b2, c2P/B) / (c2) (EoT) 


Subject Identifier: 276-01-0075 Group: Part A 


Form: Physical Examination (2.1) 


Not done 


Reason not done 
Date |03/07/2020 


03-Jul-2020 












































= Time |07:53 

Oo Overall health judgement - []No [x] Yes 

co subject healthy? 

ans 

a Row Tools System/Organ Normal/Abnormal/ND Abnormalities/Symptoms eee 

pM 1 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

oO 

S 2 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

WN 

g 3 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

Fs 4 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

iL 5 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

140) 

ic 6 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

oO 

x 7 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

8 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

9 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

= 10 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

oO 11 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 
12 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 
13 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 











2020-09-23 08:38 (W. Europe Standard Time) 





BioNTech BNT162-01 (CRS 049/20) 


FDA-CBER-2021-5683-0057518 


Subject Identifier: 276-01-0075 Site: CRS Mannheim Group: Part A 
Visit: Visit 6 (a1, b1, b2, c2P/B) / (c2) (EoT) Form: Physical Examination (2.1) 


14 Las [] Normal [] Abnormal [ ]ND [i [J] NCS [] cS 
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Subject Identifier: 276-01-0075 Site: CRS Mannheim Group: Part A 





Visit: Visit 6 (a1, b1, b2, c2P/B) / (c2) (EoT) Form: Vital Signs incl. VSTPT (2.0) 
Sysoc Dasoc Resp aoy 
R : Reaso ° D Measue e sde Bood S Ps Bood . rs use Rae a - Rae c 
ow cosdoe goog ae e (A) exes g fca ce essute g fca ce (bea s/ ) g fca ce g fca ce 
(Hg) (Hg) (bea s/_ ) 
tT] 03/07/202| [07:43 []Rg [x] Lef []Ncs [] cs []Ncs [] cS []Ncs []cs []Ncs [] cs 
0 
03 Ju 2020 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 
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2020-09-23 08:38 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-01-0075 Site: CRS Mannheim Group: Part A 
Visit: Visit 7 (a1, b1, b2, c2P/B) (EoT) Form: Blood Samples for Safety Lab (2.0) 


[ ] 
Blood samples for safety lab includes Serology, SARS-CoV-2 antibodies and FSH (only women if not WOCBP) at Visit 0 


Not Reason not 
done done 


~ <yl [7] s*f10/07/2020 07:50 []No [x] Yes 


10-Jul-2020 


Row Tools Date Time Fasting? 








All comments will be entered on comment page! 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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FDA-CBER-2021-5683-0057521 
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Subject Identifier: 276-01-0075 


Not 


Reason not 
Row Tools done 


done 


0) 


090177e19503a726\Final\Final On: 25-Sep-2020 14:16 (GMT) 


2020-09-23 08:38 (W. Europe Standard Time) 


Date Time 


10/07/2020 07:41 Oral aa 


Site: CRS Mannheim 


Visit: Visit 7 (a1, b1, b2, c2P/B) (EoT) 


Other 
Measurement measurement 
site site, specify: 





10-Jul-2020 


BioNTech BNT162-01 (CRS 049/20) 


Temperature 


Group: Part A 
Form: Body Temperature (2.1) 


Clinical 
Significance 


[] NCS []CS 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 


FDA-CBER-2021-5683-0057522 


Subject Identifier: 276-01-0075 Site: CRS Mannheim Group: Part A 














Visit: Visit 7 (a1, b1, b2, c2P/B) (EoT) Form: Local Tolerability at Injection Site (2.1) 
[] 
R T bit Reason not Dat T Int ty of P Int ty'of Tend Intens ty of Intens ty of 
ow Toosdone gone ate me ntens ty of Pan ntens ty of Tenderness Erythema/Redness Indurat on/Swe ng 
[] 0/07/2020 08:20 [x] None [x] None [x] None [x] None 
0 Ju 2020 []Md []Md [1Md []1mMd 

[ ] Moderate [ ] Moderate [ ] Moderate [ ] Moderate 
[ ] Severe [ ] Severe [ ] Severe [ ] Severe 


[ ] Potenta y fe threaten ng [ ] Potenta y fe threaten ng [ ] Potenta y fe threaten ng [ ] Potenta y fe threaten ng 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 
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FDA-CBER-2021-5683-0057523 
2020-09-23 08:38 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Site: CRS Mannheim 
Visit: Visit 7 (a1, b1, b2, c2P/B) (EoT) 


Subject Identifier: 276-01-0075 Group: Part A 


Form: Physical Examination (2.1) 


Not done 


Reason not done 
Date /|10/07/2020 


10-Jul-2020 












































= Time 08:21 

Oo Overall health judgement - []No [x] Yes 

co subject healthy? 

ans 

a Row Tools System/Organ Normal/Abnormal/ND Abnormalities/Symptoms eee 

pM 1 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

oO 

S 2 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

WN 

g 3 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

Fs 4 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

iL 5 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

140) 

ic 6 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

oO 

x 7 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

8 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

9 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

= 10 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

oO 11 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 
12 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 
13 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 











2020-09-23 08:39 (W. Europe Standard Time) 





BioNTech BNT162-01 (CRS 049/20) 


FDA-CBER-2021-5683-0057524 


Subject Identifier: 276-01-0075 Site: CRS Mannheim Group: Part A 
Visit: Visit 7 (a1, b1, b2, c2P/B) (EoT) Form: Physical Examination (2.1) 


14 Las [] Normal [] Abnormal [ ] ND =a) [J] NCS [] cS 
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2020-09-23 08:39 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-01-0075 Site: CRS Mannheim Group: Part A 
Visit: Visit 7 (a1, b1, b2, c2P/B) (EoT) Form: Urine Sampling for Urinalysis (2.0) 


[ ] 


Not Reason not 
done done 


1 01 [7 [10/07/2020] = [o7:21 


10-Jul-2020 


Row Tools Date Time 





All comments will be entered on comment page! 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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2020-09-23 08:39 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-01-0075 





Site: CRS Mannheim 
Visit: Visit 7 (a1, b1, b2, c2P/B) (EoT) 


No C ca C ca 
RoW “ooledo: 2 Reaso ° Dae Measue e sde Bood Sq fca ce Bood Sq fca ce 
doe (A) essue essue 
(Hg) (Hg) 
Ao te 10/07/202|  |07:46 [1Rg [x] Lef []Ncs []cs []Ncs []cs 
0 


10 Ju 2020 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 


090177e19503a726\Final\Final On: 25-Sep-2020 14:16 (GMT) 
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BioNTech BNT162-01 (CRS 049/20) 


Group: Part A 
Form: Vital Signs incl. VSTPT (2.0) 


Cc ca Respyaro:y Cc ca 
eS Ss fica ce Rae S fica ce 
(beas/ ) >9 9 

(bea s/ ) 
[1ncs [] cs []Ncs [] cs 


FDA-CBER-2021-5683-0057527 


Subject Identifier: 276-01-0075 Site: CRS Mannheim Group: Part A 
Visit: Visit 7 (c2) (FU) / V 8 (a1, b1, b2, c2P/B) (FU) Form: Blood Samples for Immunogenicity (2.1) 


[ ] 


Not Reason not 
done done 


1 C1] [| } {1470872020 10:54 


14-Aug-2020 


Row Tools Date Time 





Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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Subject Identifier: 276-01-0075 


Not 


Reason not 
Row Tools done 


done 


0) 


090177e19503a726\Final\Final On: 25-Sep-2020 14:16 (GMT) 


2020-09-23 08:39 (W. Europe Standard Time) 


Date Time 


14/08/2020 10:46 Oral aaa} 


Site: CRS Mannheim 


Visit: Visit 7 (c2) (FU) / V 8 (a1, b1, b2, c2P/B) (FU) 


Other 
Measurement measurement 
site site, specify: 





14-Aug-2020 


BioNTech BNT162-01 (CRS 049/20) 


Temperature 


Group: Part A 
Form: Body Temperature (2.1) 


Clinical 
Significance 


[] NCS []CS 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 


FDA-CBER-2021-5683-0057529 


Subject Identifier: 276-01-0075 Site: CRS Mannheim Group: Part A 





Visit: Visit 7 (c2) (FU) / V 8 (a1, b1, b2, c2P/B) (FU) Form: Vital Signs incl. VSTPT (2.0) 
Sysoc Dasoc Resp aoy 
R : Reaso ° D Measue e sde Bood e 5 Bood bs e use Rae = . Rae : = 
ow cosdoe goog ae e (A) essuce g fca ce act é g fca ce (bea s/ ) g fca ce g fca ce 
(Hg) (Hg) (bea s/_ ) 
1 [] 14/08/202 10:47 [1Rg [x] Lef []Ncs [] cs [1Ncs [] cS []Ncs [1cs [1Ncs [] cS 
0 
14 Aug 2020 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 
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Subject Identifier: 276-01-0075 


Trial fully completed? 


Date of Completion or Early 


Withdrawal 


Main Reason for premature 
termination 


Date of Death 
Other, specify: 
Epi-/Pandemic related 


Date of last visit/contact 


090177e19503a726\Final\Final On: 25-Sep-2020 14:16 (GMT) 


2020-09-23 08:39 (W. Europe Standard Time) 


Site: CRS Mannheim 
Visit: End of Trial 


[ ] No [x] Yes 


10/07/2020 


10-Jul-2020 


[ ] Adverse Event 

[ ] Death 

[ ] Lost to Follow-up 

[ ] Physician Decision 

[ ] Pregnancy 

[ ] Protocol Deviation 

[ ] Screen Failure 

[ ] Site Terminated by Sponsor 
[ ] Study Terminated by Sponsor 
[ ] Technical Problems 

[ ] Withdrawal by Subject 

[ ] Other 





—) 


[ ] No [] Yes 


Ss 


BioNTech BNT162-01 (CRS 049/20) 


Group: Part A 
Form: End of Trial (2.1) 


FDA-CBER-2021-5683-0057531 


Subject Identifier: 276-01-0075 


E reporting accordng BN 62 reporting of E and reactions 03 uly2020 


Any Adverse Events? []No [x] Yes * 
































Row ools ENo dverse E ent serious Bee ol that onl 
35 5 [J No []¥es [J Congental_nomaly or Birth Defect 
[| Persist or Signf Disabiity/Incapacity 
[J Results in Death 
[J Requires or Prolongs Hosp talzation 
[IIs Life hreatening 
[J Other Medica ly Important Serious Event 
CT [me [No []¥es  [] Congental nomaly or Birth Defect 
symptoms [| Persist or Signf Disabiity/Incapacity 
(tiredness [J Results in Death 
Hite [.] Requires or Prolongs Hosp talzation 
loss of (IIs Life hreatening 
appetite [] Other Medica ly Important Serious Event 
— malaise) 
Ee SE aie [x]No []Yes  [] Congental nomaly or Birth Defect 
=> | [Headache] [ ] Persist or Signf Disabiity/Incapacity 
[J Results in Death 
O [ ] Requires or Prolongs Hosptalzation 
[JIs Life hreatening 
eer [] Other Medica ly Important Serious Event 
co 6 E_] rn [x] No [] Yes [] Congental nomaly or Birth Defect 
(both sides) [| Persist or Signf Disabiity/Incapacity 
pa [1 Results in Death 
[J Requires or Prolongs Hosp talzation 
+ (IIs Life hreatening 
- [J Other Medica ly Important Serious Event 
oO 75 FER. [x] No []¥es  [] Congental_nomaly or Birth Defect 
[| Persist or Signf Disabiity/Incapacity 
AI [] Results in Death 
oO [J Requires or Prolongs Hosp talzation 
(JIs Life hreatening 
AI [1 Other Medica ly Important Serious Event 
fo’ 2 a [x] No []¥es  [] Congental_nomaly or Birth Defect 
right foot [| Persist or Signf Disabiity/Incapacity 
®O [] Results in Death 
[_] Requires or Prolongs Hosp talzation 
YN ( ]Is Life hreatening 
1 [1 Other Medica ly Important Serious Event 
LO © RT] bi 10 Lanna eerny orm ne 
AI ste [ ] Persist or Sign Disabiity/Incapacity 
reactions [J Results in Death 
os rercorntort [.] Requires or Prolongs Hosp talzation 
movement (JIs Life hreatening 
pan) [|] Other Medica ly Important Serious Event 
oT aioe [x] No []¥es  [] Congental nomaly or Birth Defect 
hwisdamtoot [| Persist or Signf Disabiity/Incapacity 
h [J Results in Death 
[J Requires or Prolongs Hosp talzation 
(JIs Life hreatening 
[J Other Medica ly Important Serious Event 
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2020-09-23 08:39 (W. Europe Standard Time) 


E of special 


nterest 


[x] No 


[x] No 


[x] No 


[x] No 


[x] No 


[x] No 


[x] No 


[x] No 


[1 Yes 


[1 Yes 


[1 yes 


[1 Yes 


[1 Yes 


[1 Yes 


[1 Yes 


[1 Yes 


Epi /Pandemic 


related 


[x] No 


[x] No 


[x] No 


[x] No 


[x] No 


[x] No 


[x] No 


[x] No 


(1 Yes 


(] Yes 


(1 Yes 


(] Yes 


(1 Yes 


(] Yes 


(] Yes 


(] Yes 


Site: CRS Mannheim 
Visit: Unrelated Forms 
































Start 
me 
Start Date Start me unten End Date End ime 
wl 5 
22/05/2020 2/05/2020 08:00, 
22 May 2020 2 May 2020 
ro] 
22/05/2020 26/05/2020 
22 May 2020 26 May 2020 
: i] 5 
2/05/2020 27/05/2020 08:00, 
22 May 2020 27 May 2020 
22/05/2020 6:00 a 2 /05/2020 08:00, 
22 May 2020 2 May 2020 
ro] 
22/05/2020 2 /05/2020 
22 May 2020 2 May 2020 
(08/06/2020 20:00 "1 fxjose020] [ao] 
08 un 2020 27 un 2020 
22/05/2020 230 a 28/05/2020 08:00, 
22 May 2020 28 May 2020 
a 





2_/06/2020 


2 un 2020 





(07:00 





0 


(0 /07/2020 





0:00 


ul 2020 


BioNTech BNT162-01 (CRS 049/20) 


End 


me 
unkn, 


2) 


ix] 


x] 


Ongoing 


[x] No 


[x] No 


[x] No 


[x] No 


[1 Yes 


[1 Yes 


[1 Yes 


[1 Yes 


[1 Yes 


[1 Yes 


[1 Yes 


[1 Yes 


Se erity/Intens ty 


[] Mid 
[ ] Moderate 
[x] Severe 


(1 Mi 
[x] Moderate 
(] Severe 


(1 Mie 
[x] Moderate 
(Severe 


[x] Mid 
[ ] Moderate 
[ ] Severe 


[J Mid 
[] Moderate 
[1 Severe 


[xj Mid 
[] Moderate 
[1 Severe 


[1 mild 
[x] Moderate 
[1 Severe 


[1 mild 
[x] Moderate 
[1 Severe 


Intens ty (toxic ty grading 
scale) 


(] Mild 
[ ] Moderate 

(] Severe 

( ] Potentialy Lfe hreatenng 


(1 Mila 
[] Moderate 

[1] Severe 

[1] Potentialy Lfe hreatenng 


(1 Mila 
[1] Moderate 
[] Severe 


[1] Potentialy Lfe hreatenng 


(] Mid 
[ ] Moderate 
( ] Severe 


[ ] Potentialy Lfe hreatenng 


[1] Mid 
[ ] Moderate 
(] Severe 


[ ] Potentialy Lfe hreatenng 


(] Mid 
[ ] Moderate 
(] Severe 


[ ] Potentialy Lfe hreatenng 


(] Mild 
[ ] Moderate 
(] Severe 


[ ] Potentialy Lfe hreatenng 


(] Mid 
[ ] Moderate 
(] Severe 


[ ] Potentialy Lfe hreatenng 
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Visit: Unrelated Forms 


Comment 


Due to SRC decision 
(05 June 2020) the 
boost vaccination 
was not 
administered. 
Therefore only the 
following 
assessments from 
visit 4 were 
performed - 
pregnancy test, 
physical examination, 
immunogenicity 
sampling. The local 
tolerability, vital 
signs and 
temperature were 
only performed for 
scheduled predose 
timepoint. 
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If any grading of any reaction is not NONE and not related to IMP, please document on Adverse Event page. 


If any grading of any reaction is not NONE and related to IMP, please document as diagnosis on Adverse Event page. 
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f any grading of any reaction is not NONE and not related to MP, or subject has fever 





temperature is >= 


38°C], please document on Adverse Event page. 


f any grading of any reaction is not NONE and related to MP, or subject has fever [i.e., temperature is >= 38°C], please document as diagnosis on Adverse Event Page. 
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Visit: Unrelated Forms Form: Observation Period (2.0) 
Other planned Adherence to If No, actual 
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Any Protocol Deviations? []No [x] Yes * 


Row Tools Visit Modul Timepoint Description of Deviation Reason for Deviation Category Date of 
Occurrence 
1 [| FSH Level was not Done by mistake. Laboratory 11/05/2020 
determined. Data, ECG 11-May-2020 
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Data 
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2020-09-23 08:39 (W. Europe Standard Time) 


Time of Blood 
sampling 


10:54 





14-Aug-2020 14-Aug-2020 


BioNTech BNT162-01 (CRS 049/20) 


Group: Part A 
Form: Informed Consent + Blood Sampling for Research 


FDA-CBER-2021-5683-0057541 


Subject Identifier: 276-01-0075 Site: CRS Mannheim Group: Part A 
Visit: Unscheduled Forms Form: Informed Consent (uns.) (2.1) 


Protocol 
Row Tools Date Time Version 


1 /12/06/2020 07:57 5.0, 26 MAY 
12-Jun-2020 2020 

2  /14/08/2020 10:07 8.0, 21 JUL 
14-Aug-2020 2020 


Please insert as many new rows as needed. 
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